JEPKABHA CJIYKBA 3 JIKAPCHLKNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCHKIA OBJACTI

npos. Ceitnnunoi Hanit, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
Npo SAKICTh BBe3eHOro B YKpaiHy JikapcbKoro 3acody

03.02.2025 Ne 3308/25/10

JIEBEMIP® OJIEKCITEH®
(HaiMenyBanns Jikapebkoro 3aco0y 3rifilo 3 peecTpaiiifiniM NoCBIIHEHHSIM)
po3unH aJs in'exuiii, 100 OJl/ma; no 3 ma y kaprpuki; no 1 kaprpuaky B 6aratono3osiii
OIHOPA30Biif WNPHI-PY4i; M0 S INPHI-PYUOK Y KAPTOHHIH KopoOui
((hopma BumycKy, [03yBaius, 8H/ MaKyBaHHs Jikapcbkoro 3acoby)

Homep peecrpatitinoro nocsinuenns UA/4858/01/01 crpox aif peecrpauiiinoro nocsiguenns 01.01.2099
Cepis sikapcbkoro sacoby Ne PR710K4 Kinbkicts BBe3eHOrO sikapebikoro 3acoby 6468

BupobHuk A/T Hoo Hopnaick, aHis
(HaliMeHyBaHHS BUPOGHMKA JKAPCLIOro 3aco0y, Kpaina NOXOKeHHs!)

Baeseno B Yipainy ToBapucTBo 3 06Mexenolo BinnosigaabuicTio ""Hoso Hopaick
Yrpaina', inent. xon: 41467446
(naiimenysatns Ta kog 3a €LIPTIOY topuaninoi ocobu abo npizsuile, imM's, 110 6aTbLKoBi (izuuHoi
oco6u - nianpuemi, il Micue TPOXUBaHHs Ta peectpaLlifinuii Homep 06iKOBOT KaPTKH MIATHHKA
noaarkis abo cepis Ta HoMep nacriopra)

Mpotoxon BisyansHoro kourpomio sin 31.01.2025 Ne 0240/5.

3a  pesyibTaTaMd  JEpHaBHOTO  KOWTPOAIO  BCTAHOBJCHO, WO Jikapchkuit 3aci6 Bseseno B Ykpainy 3

AOTPHUMAHHSIM BuMOr 3aKOHOAABCTBA LIO/0 3a6€3neuenHst sIKOCTi Jlikapehkux 3ac00iB.

' (/ Onsra EPLOMEHKO
(tianmic) {ininiany ta npizriiue)
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Certificate of Analysis %99

; : novo nordisk
CeprudpikaT AHaJ13y

Novo Nordisk A/S

Novo Allé

2880 Bagsvaerd
Denmark

Tel. +45 4444 6888
Fax. +45 4449 0555

LEVEMIR FLEXPEN 100 U/ML 5X3 ML Order Number ¢ 0007793611-70
SamosinienHsa No.
Jlesemip oOsnexcllen 100 OO/mi1, 5x3 mi Date of Manufacture : 06/2024

HaTa BUMpPOOHMLTEA
Product No. : 7200320

Mponyxt No.

Batch Number : PR710K4 Date of Expiry : 11/2026
Cepisa No JaTa 3aKkiHUeHHS CTPOKY NpuiaarTHocTi
Item No.: 5099031 Batch No.: PR701W9 Ext Spec: 50990XX-990
Components Results Units Note

[oxa3HUKMU PesyabTaTu Ommumui MpumirTka

Macroscopy COMPLIES

onuc Binnominae

Id of ins detemir COMPLIES

InenTudpirkauia iHcyniny neremip Bignominae

Assay of ins detemir 2437 nmol/ml

KisbkicHe BUBHaueHHs 1HCYNiHYy nereMip HMOJE /M1

pH 7.37

pH

High molecular weight proteins 0.1 %

BUCOKOMONEKYNAPHIL O1aKkK
B3 desamido ins detemir <0.2 %

B3 llezaminoiHcynin peremip

insulin detemir rel impurities 0.5 %
CnopijaHeHil cronyku i1Mcyniny peremip

zZinc total 65.4 pg/ml
Unuk 3aranssui MK/ Mi1
Bacterial Endotoxin <10 1U/ml
BaxTeplanbHi EHOOTOKCUHMU MO/mn
Sterility COMPLIES
CrepuabsHicTb Binnosinae

ID of preservatives COMPLIES
InenTrpikanisa KOHCEPBAHTIRB Binnosinae

Metacresol 2 Wl mg/ml
MeTakpeson MI'/ M1
Phenol 1.85 mg/ml
denon MI/Ma
Freezing point depression 0.52 Celsius
BHUXEHHS TEMNEePaTYPU BRaMepRaHHs Uesbcin
Particles >= 10 um/containert 332

Mexauiuul BrAKOYEHHSs >= 10 MxM/KOHRTelHep

Particles >= 25 pm/container 31

MexaHiuHl BKIoYeHHS >= 25 MKM/KOHTelHep

TouHiCcTbr HO3yBAaHHSA: Binnominae
Dose Accuracy: Complies

2024.12.18 Copenhagen

Ibrar Sadek
Quality Department
This Certificate is generated by a computer quality system and 1ncluoes an elec tYODlC

signature
This Certificate is generated by a computer quality system and includes an elecuronlc 31gnatUVef
072 Ukraine s Cert. No: 1122965

Created by: IBSD on: 2024.12.18 08:25:05 UTC Page: 1 of 1




Q
Ukraine Batch Certificate

Yxpaina Ceptudikar sikocTi

novo nordisk”

Product Name and Strength:  Levemir® FlexPen®, 100 U/mi, 5x3 ml ok RAS
Hasga rpoAyKTy 18 403yBaHHA Nesemip® Gnekclex®, 100 O4/mn, 5x3 Mn éSSO Bafsvaerd
enmar

Importing Country: Ukraine Tel +45 4444 8888

Kpaina-imnoprep YkpaiHa

Dosage form / Package size: Solution for injection, 100 U/ml, in a pre-filled
multidose disposable pen FlexPen®

Tikapckka hopma /po3Mip yrnakosky PozumH anst in'ekuiin, 100 O4/mn, nonepegHLo HanosHeHa 6araTtop03osa

oaropazosa wnpuy-pyyka Gnexcllex®

Batch No. / size: PR710K4 / 6468 packages/ynakoBok
Cepist Ne / Poamip

Order No: 0007793611

3amosnens Ne

Date of Manufacture: 06/2024

Jata supobHuTBa

Date of Expiry: 11/2026

TepmiH NpruaaTHOCTI

Registration certificates No: UA/4858/01/01

Peectpayivine MocsigueHHs No

Drug Product Specification: 50990xx-990

Crieundikalyist FOTOBOIO NiKaptbKoro 3acoby

Methods used: Stated in the approved Drug Product Specification, Version
3.0 verified in the Novo Nordisk Registration System.

3acTocoBawi meTogu. 3aauadeHi B 3aTsepAxeniii Cneyudikauii Ha roToBuii nikapchKnid 3aci6, sepcin
3.0 sepudikosana y PeecTpatyifiHiti cucremi Hoso Hopaick

Analysis results see Electronic Certificate of analysis
PesynuTaTyt aHanisy AMBUCE

Manufacturer of the finished product and responsible for batch release:
Novo Nordisk A/S, Novo Alle, Bagsvaerd, 2880, Denmark

BupobHUK BIANOBIZANbHWA 33 BAMYCK Cepil roTOBOro NiKapthLKOro 3acoby:
A/T Hoso Hopaick, Hoso Anne, barcsaepa, 2880, Janis

Manufacturing Authorization No. 104188

NliyerH3sis Ha BupobHUUTBO Ne

Certificate of GMP compliance of a manufacturer No. DK H 10000517
Ceprudikat GMP N
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Ukraine Batch Certificate

Ypaina Ceptudikat akocTi

Product Name and Strength:

Hazaa npoaykry 1a fosysamHun

Levemir® FlexPen®, 100 U/ml, 5x3 ml

Nesemip® dnexclen®, 100 OL/mn, 5X3 ma

Q

novo nordisk”

Novo Nordisk A/S
Novo Alle 1

2880 Bagsvaerd
Denmark

Batch No: PR710K4 Tel. +45 4444 8888
Cepist No
Test item/Component Acceptance Criteria Result Unit Notes
NoxkasHyKn akocri Crneundikauis PeaynsTatn OaviHuyi Mpumir
(Bumorn MKH) BUMIDIOBAHHS kv o
Macroscopy Complies’ See COA <none>
Makpockonist Biganosigae! Aus. Ceptudikar <He
aHanisy 3aCTOCOBYETHCA>
Identity of insulin detemir Complies® See COA <none>
InenTudikayis iHcyniny Bignosipae? BAue. Ceprndlkar <He
aeremip ananay 38CTOCOBYETHLCA>
Assay of insulin Release: See COA nmol/mi
detemir? 2323 - 2483 nmol/ml Aus. Ceprudikar HMOAN /MY

KinbKicHe BU3HaueHHs iHCyniHy
Aeremip’

pH

High molecular weight

proteins

MpoTeiHn 3 MonekyRPHUMU Macamy,
LLO MEPEBULLYIOTH MONEKYNRPHY Macy
iHCyniHy

B3 desamido insulin
detemnir
B3 fesamipoincynin geremip

Insulin detemir related impurities
CynyTHi AOMILIKK iHCYNiHY AeTemip

Zinc total
3aranbHWN LIAHK

Bacterial Endotoxin
BaktepianuHi eHAOTOKCUHN

[96.8 - 103.5 %]
Shelf life:

2280 - 2520 nmol/ml
[95.0 - 105.0 %)
Bunyck:

2323-2483 HWMmonw/mn
(96,8-103,5 %),
Tepmin npuaatocTi:
2280-2520 HMOnL/MN
{95,0-105,0 %)
Release: 7.30 - 7,52
Shelf life: 7.25 - 7.56
Bunyck: 7,30~7,52
Tepmin npugarHocri:
7,25-7,56

Release: £ 0.9 %
Shelf life; < 1.1 %
Bunyck: s 0,9 %
Tepmin npuaaTHocri:
<1,1%

Release: < 1.0%
Shelf life: <2.3%
Bunyck: £ 1,0 %
TepmiH npngaTHocri:
£2,3%

Release: < 1.7 %
Shelf life: < 2.2 %
Bunyek: 1,7 %
Tepmin npugatHocTi;
£22%

58.8 - 71.3 ug/ml
58,9-71,3 MKr/mn

< 801U of endotoxin/
100 U of insulin
detemir

<80 O/ eHAOTOKCHHY Ha
100 O iHcyniny peremip

aHanisy

See COA
Auns. Ceprudikar
asanisy

See COA
Ans, CepTudikar
aHanisy

See COA
Au. Ceprudikar
aHanisy

See COA
Ane. Ceptundikar
adanisy

See COA
Ave. Ceprundi
aHanisy
See COA !
Auns, Ceprud
aHanisy

<none>
<He
3aCTOCOBYETHCA>

%

%

%
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Ukraine Batch Certificate

Yxpaina Ceptudikat akocTi

novo nordisk’

Product Name and Strength:  Levemir® FlexPen®, 100 U/ml, 5x3 ml ey
Haasa NpoAYKTY Ta A03yBaHHA Nesemip® Qnexclen®, 100 O4/mn, 5x3 ma éiimff%vamd
Batch No: PR710K4 Tei, +45 4444 8888
Cepis No
Sterility Complies See COA <none>
CTepunbHICTL Bignosigae fus. Ceprudikar <He
ananisy 3aCTOCOBYETHCS>

Identity of preservatives Complies* See COA <none>
InenTudikauis Bignosigaet Aune. CepTndikar <He
KOHCePBAHTIB auanisy 3aCTOCOBYETHLCH>
Metacresol Release: See COA mg/ml
Metakpe3son 2.00-2.23 mg/ml A, Ceprudikat Mr/mn

Shelf life: ananizy

1.92-2.27 mg/m

Bunycie

2,00-2,23 mr/mn
Tepmid npuaaTHOCTI:
1,92~2,27 mr/mn

Phenot Release: See COA mg/mi
demHon 1.73-1.95 mg/mi Jus. Ceprudikar Mr/mn
Shelf life: ananisy
1.67-1.98 mg/ml
Bunycic

1,73-1,95 mr/mn
TepmiH npuaaTHOCT:
1,67-1,98 mr/mn

Freezing point 0.47 - 0.57 °C See COA Degrees
depression Aus. Ceprudikar Celcius
BHUKEHHS TOYKN 3aMEP3aHHA aHanisy rpagyc Uenecis
Particles 210um/container < 6000/container See COA <none>
MexaHiuHi Bro4eHHs 210 MKM < 6000 Ha KoHTelHep Aus. Ceprudikar <He

ananisy 3ACTOCOBYETHCA>
Particles 225m/container £ 600/ container See COA <pone>
MexaHiuni BKIKOYEHHS 225 MKM < 600 Ha KowTelHep Awvs. Ceprndikat <He

ananisy 33CTOCOBYETHCS>
Dose accuracy +5% for dose level 50U See COA <pone>
ToUHICTL 4O3YBAMHHA +5% ans posu 50 O Aus. Ceprudikar <He

a)-caniay BACTOCOBYCTHLIA™

1 - Complies means that the sample is a coiourless liquid free from turbidity and foreign matter. During storage traces of a very fine sedirment may
be deposited./ BiaroaigHicTe 03HaUaE, WO ApoayRY sanse coboio nposopy, 6cabapany PiaUHy He3 CTOPOHHIX BRMOUCH:,, Y npouect agepirarus
MOKANBE YTAOPEHHA CIAIB AYXE TOHKOTO 0Cafy.

2 - Complies means verified as insulin detemir. / Bignosignicrs 03Ha4ae no3aMTUSHY IACHTVOIKAILR0 IHCY Y ACTeMID.

3 - In the insulin detemir assay quantification is performed by summation of the areas of intact insulin detemir as well as the four

degradation products: desPhe(81)-N-oxalyl-Val(B2)-insulin detemir, B3 desamidu insulin detemir, desamido (
and the possible racemisation product D-Phe(B1) insulin detemir/ Mig Yac KiNbKICHOTO BAIHIMEHHRA NP

ANOUE  RIKB  THCyAlHY  AeTeMip | HOTMPLOX NPOAYKTS  posknaganHst  secPhe(B1)-N-okcarin-Val(®

AE3aMIA0IHCYNIHY ASTEMIP, AG3AMIAGAR 1iHCyAlHy feTemIp | MOXANBOTO NPOAYKTY paLemidauii - B-Phef
4 - Complies means verified as metacresol and phenol, respectively./ BignosiaRiCTe 03HAUAE NOINTNBH]

METIKPEIOANY,
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Ukraine Batch Certificate

novo nordisk:
Ykpaida CepTndikar sKocri
Product Name and Strength:  Levemir® FlexPen®, 100 U/ml, 5x3 ml NOVS HOrHskA/S
Hassa npoayKTy Ta A03YBaHHA Nesemip® dnekcNen®, 100 O4/Mn, 5x3 M 6880 E!u‘?svaerd
enmari
Batch No: PR710K4 Tel. +45 4444 BBEB

Cepis Ne

I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labelling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with
the specifications in the Marketing Authorisation of the importing country or product
specification file for Investigational Medicinal Products. The batch processing, packaging and

analysis records were reviewed and found to be in compliance with GMP,

LinM 51 3acainuyto, Lo suuiesrasaHa inpopmauis € AoCToBIpHO | ToYHO. laHa cepia NpoayKuyii Byna surorosnera
(BRNIOUAKOUN YAKOBKY / MPKRYBAHHA) | NPOBEACHO KOHTPOAL I AKOCTI Ha AINsHUi(-kax) B NOBHIN BignosigHOCTI 3
suMoramyt GMP, BCTAHOBAEGHUMUW MICLLEBM DErYNSTOPHAM OPranoM, a Takax y BignosigHocTi 3i cneuyundiratligmm, uo
MICTATLCH B PRECTPALINHOMY AOCKE. [1POTOKOAN BUPOBHKUTBA, YNAKoBKW Ta aHanizy 6ynu nepesipeHi | BCTaHOBAESHO
BignogigHicre GMP,

This batch is certified by a Qualified Person delegate.
Lsi cepin cepTrdikoBaHa YNoBHOBaXEHOIO 0C06010.

afatanie

Qf‘t}’/«
QP-delegate / IBSD (Ibrar Sadek)
Quality Department

Novo Nordisk A/S

Denmark
YrosroBaxeHa ocoba
Biagin akocTi

A/T HoBo Hopgaick, Aanist
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